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1. COMPLAINT NUMBER

Please note attached info
ephedrine isomers etc.

sent rcopy to CFSAN HFS—636.VHA Fay '-3a-99 - "*‘-iQ‘P“Lf

I obtained via

Internet:

Mailed MedWatch form to complainant.

\ DET-0833 I‘33"LD
COMPLAINT/INJURY REPORT 2. DATE OF COMPLAINT (MorvDay/Yoa?
02/22/29
a. 0 D TELEPHONE 4. SDURCE OF () [ consuMER @ [JTRADE SOURCE
FORM OF @ O LerTen COMPLAINT (2) [] GOVERNMENT @ [JoTHeR
COMPLAINT @ LI vsm O OsOF (indicate in Remarks)
6 o. NAME AND ADDRESS finclude ZIP Code) b AREA CODE AND TELEPHONE NUMBER
HOME
COMPLAINANT
IDENTIFICATION WORK
5. a. DESCRIPTION OF COMPLAINT/INJURY
Complainant's brother (18 yrs. old) purchased "Metacuts" by Metaform, a
dietary supplement purchased at [lllfor energy during exercise. Complainant
took four capsules (recommended dosage) daily off and on for three months.
COMPLAINT Complainant's brother became i1l - not sleeping, agitated, shortness of
QR INJURY breath, rapid heart rate, hallucinations,
b. DOES COMPLAINANT EXPECT
See remarks.... ADDITIONAL FDA CONTACT?
MmN @ ES
(Explaln in Romarks)
, a. b. TYPE SYMPTOMS  ONSET (HR) | ¢. ATTENDING HEALTH d. HOSPITALIZATION REQUIRED
g PROFESSIONAL M N0 @ SIYES
INJURY OR EB K % VOMITTING 'y N0 ) Sdves pY Qa give namé, 4ddross, phono
ILLNESS HFC-16T) | 2. NAUSEA | (1 "yes” give namo, Gddroas, | numbor and dates
RESULTED NOTIFIED |3 [] DIARRHEA
(1)D NO | 4 [] FEVER — .
:;{ O \;‘EQS 6. [_] SKINEYE IRR. /.
X (21 B YES | g, HEADACHE 3. hrs /i
(If "yes” complete DATE 7. QTHER sea _ . 2
tamg @ thraugh o} 7 i’,
Ahave 7.
02/18/59 ) ©
: FE|
. a. BI?AND NAME B, Pﬁonucr NAME 5 DOMESTICCE'VED g
Metacuts Metaform ' e BRANND o
¢. SIZE AND PACKAGE TYPE d. NAME AND LOCATION OF STORE WHERE PURE iy /
PRODUCTAND | g0 capsule glass bottle ‘ R, ~
LABELING NGy . 4
e, PACKAGE CODE/SERIAL NUMBER/ETC. NI "/
WN2658A L6gL9%
1. DATE PURCHASED a PROEU’CJT USED (ir “yes” h. AMT REMAINING
<] nle,
EXP/USE BY DATE: 09/30/01]11/01/98 () UNe @) Dves 10 caps
8. 0, HOME DISTRICT 5 NgMEfAND LOCATION OF FIRM (include 2P Code) q.
MANUFACTURER/ | LOS-DO etaform IMPORT PRODUC
DISTRIBUTOR 22647 Ventura Blvd, mP NO T
OF PRODUCT b.C.F.NO. Woosdland Eills, California 91346 @ [} ves
NOCF
10, a. PROBLEM KEYWORD c. D|SPOSITION 11. PRODUCT CODE
(1) CODE (2) DESCRIPTION (1) L] IMMEDIAYE FOLLOW.UP
RX " |RBACTION (2) [[] F/U NEXT EI
EVALUATION (3) | CLOSED ww:_ﬁw FURTHER B4YEY99
b. EVALUATION INVESTIGATION 12, INFORMATION COPIES TO:
DISPE':&?TION (1) ] NOT AN FDA OBLIGATICN (¢) [J] REFERRED TO OTHER FEDERAL | INFORMAT! Ter
(2) [] OBLIGATION, NG VIOLATION AQENCY (Clases File]
(6) [ ] REFERRED 7O STATE/LOCAL HFB-100 HF2-343
(3) K& FDA ACTION (NDICATED AGENCY (Closo: )
(4) [T INSUFFICIENT INFORMATION (@ (Y REFERRED TO prin HFD-730 HF;;S
UNABLE TO EVALUATE FDA _LQS DISTRICT HFV-238 HES-
m [} REFERRED TO OC:
REMARKS

Ultimately the diagnosis by physician was that cemplainant's brother was borderline manic
depressive and this aggravated thé condition and brother was hospitalized 2/3-10/98.
Complainant spoke te manufacturer and mfr dees not believe episode is related tec Metacuts.

Ingredients include Ma Huang and

Notiriec -

also

NAM&A TIT

Lijpda R,

h¥e)

o~

, Paralegal Specialist, DET-DO

DATE

02/22/89%

000001

FORM FDA 2616 (6/34)




COMPLAIN

/ INJURY FOLLOW-UP

1. COMPLA

DET-0pR33

INT NUMBER

2.a. ACTION REQUESTED
(1) O INVESTIGATION
(@ OO COLLECT SAMPLE
(3) [J INSPECTION

—{zcﬁ/‘r\a, oot W’-d/we/rf u

2.b. REMARKS (Additional details) F/u f) ser o 2A0Cr St reaihs o frrm o ki vl
o tiny Epliedeine . Oblag
e di o b i oho ﬂfm—wcﬁpwrk&nﬂ‘ A Fseu Greny [P
rht’/t[rrw/ W>ij'~,‘i oA wi%(’w/

TS Wﬁ/‘y

C— iy /"_76/\
v e dUunae a,vor/r‘ .

t&,at’/[‘/'\s,j

) O OTHER: loilest saomrples 26 g licodak gesdhiort™
2.c. BEQUESTING OFFICIAL'S NAME AND TITLE " "] 2.d. DATE REQUESTED | 2.e. PRODUCT NAME

< //4,. S5 _E berto ./ ool oo Lo [ it ] Metfo 74)-’4« “//tw/éa /él’
3.2. ASSIGNED TO: 3.b. DUE BY: 4.a. ACTION TAKEN 4.b. SAMPLE NUMBER(s)

An'ﬁwu,} D Petri-fl_ (1) B/ INVESTIGATION s
oty i-//p/ 59 (2) O SAMPLE COLLECTED, 322
Lr o ST et @) O INSPECTION
(4) OO NONE

4.c. DESCRIPTION OF ACTION TAKEN

-

Lo ik Shecr A Aot )

4.d. ACTION OFFICIAL’S NAME AND TITLE

Pirn, 2 Potfr)ol b, Tovesdisater

4.f. DATE COMPLETED
Y3/ g

5 NUFACTURER ) DISTRIBUTOR / DEALER RESPONSIBLE 6.

PROGRAM DATA

5.a. HOME DIST. 5.c. NAME AND ADDRESS 6.a. OPERATION 6.b. PAC 6.c. PRODUCT CODE

VEAL=DD Wedde ffuhori b Tobernats~ { I Z1R % ( SHYYEY 97

5.b. CF NO. 2002 ST 590 Wit 6.d EMP. HOME DIST. 6.e. EMP. NO. 6.f. POS CL.| 6.g. HOURS

[22CY° | S HLb Gy T il (uiE) 9 S&5

7. EVALUATION 8. FINAL DISPOSITION 3. INFO.
(0) O PENDING (1) PN FOLLOW-UP NEXT E1 7y O RECALL COPIES TO:
(1) OO NO ACTION INDICATED (NAI) (2{%(\ WARNING LETTER (8) [0 NO ACTION U HFB-100
(2) O VOLUNTARY ACTION INDICATED (VAI) (3 [ CITATION 0] HFD-730
(3) O OFFICIAL ACTION INDICATED (OAl) 4) O SEIZURE {J HFv-236
(4) [0 NOT AN FDA OBLIGATION (5) CJ INJUNCTION / PROSECUTION 0] HFZ-343
(5) > REFERRED TO HOME DISTRICT (6) [J REFERRED TO OTHER AGENCY (R HFC-161
(6) O INSUFFICIENT INFO. UNABLE TO EVAL. (Indicate Agency in Remarks) ngfFS/Eff&
(n O REFERRED TO OC! e

Wrl—"

G;ZL//;»/{}?,#& L&A//«QC)_
EZJL/Q K/A,Lf— 4c FH_'///\A./ Fﬁ//p,‘,——q/;

REMARKS oD O o, a1y ,,t?,,;,q,/ folleway &k Flho
[MahvtFQC,
To . FrS-—
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i Adverse Event Questionnaire

- ¢ Number: _QET'OB 33 g ;';;.,:vestigator: ﬁ/]v‘ ﬁ'\,)mr,’, (2 . fD etic { lr_\
—
Consumer Information

Initial Report Source: QORA Consumer Injury

it 3/24/99
pate of erpoW\A/DD/YY ! RBTelephone OCorrespondence OMedWatch
gusP OPQRS OPoeison Control OCDC
e .

Race: B1-White [2-Black [I3-Asian/Pacific Islander [J4-Native American [3-Hispanic

08-Other [J9-Unknown
——
S
___information-on-Adverse-Event :
Date of Adverse Event:  ‘/1]44 Give the site of consumption/ingestion (e.g. home, restaurant,
Previous Adverse Effects to Product Type: office): Home..
gYes BNo

The following information relates to the consumers’ use of the product.

Describe the adverse event (including symptoms and the time lapse from using product to onset of symptoms):

How long did the symptoms last?
Give the circumstances of exposure (i.e. how much was taken, how was the product taken, how often was it taken,
etc.). ALk bk the pud-w/(’ { Mebn B Mg b ) aprisr - MmO\, Tle (o Swmar —ﬁ'—;‘flw;\a-,\ck‘,f

3/@1L()llfﬁ'lé‘:§’ r@h\/ hoart ot who L adz /,ZJ&@ﬂa/ .- oA /éml# QWJFO,/_

List all Medication(s), Dietary Supplement(s), Food(s), and other product(s) used at the time of the event:
“Calorad’ (dictuny S«Wp/cmu-.ﬂ ) o =

Did event abate after use of suspected product stopped or dose reduced: OYes @No [OUnknown

Did symptoms reoccur after reintroduction of suspected product: OYes ONo OUnknown [&Not Applicable

Did symptoms reoccur after using other products with the same ingredients: OYes ONo @EUnknown ONot
Applicable

Medical Information

Was a health care provider seen?: @Yes [INo
Give health care provider's name, address and telephone number:

Occupation of Health Care Provider: EBMD [OOsteopath [ONaturopath [ONurse  OPharmacist
OOther (specify)

i 7!21 "u( v[p.- ’JL.J (‘”&Z&{'—U‘MJ{
What medical tests were performed and what were the results? 30/,,,)7 d,‘.’,"r . f‘\)m, o,

What was the medical diagnosis? glj”f,"’;"‘ gl LEC
. What treatment(s) was given (e.g., drugs, other)? #2215 lovr lymph
u“‘(&‘“’— f"f“ﬁ*’” 1)eoa ot (750'/% . '7;”/).»4\4/‘; MQ ¢ (B prm—
ST N FYENTES

Were there any preexisting condition(s)Areatment(s)? Ve’ :
(If YES, list them including allergies, and chronic diseases): MYes [ONo Ren.ci llin
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EXHIBIT 820 A INVESTIGATIONS OPERATIONS MANL

Product Category

1. Adverse event attributed to:

UOMedical Food (under medical supervision) Olnfant Formula

[BDietary Supplement (a vitamin; an essential mineral; a protein; a herb or similar nutritional substances including botanicals such as
ginseng and yohimbe; amino acids; extracts from animal glands; gariic extract; fish oils; oil of evening primrose; fibers such as psylium and guar gun

compounds not generally recognized as food or nutrients, such as bioflavonoids, enzymes, germanium, nucleic acids, para-amino-benzoic acid, and
rutin; and mixtures of these ingredients.)

OOther (traditional food)

Other Product Problems
2. OForeign Object
(specify):

3. OOther (specify):

Information on Suspected/Alleged Product

Give the product name and manufacturer as listed on the label (including the recommended dosage/serving size,
recommended duration of use, and indications for use as listed on the label): oy U tapules -6
) Metn YoM etacat. D rr..f,_,cﬁ befrme

D“‘*’/"'\&muf; Metr i wr b
22647 Vortvme (SIS V241 Doodlurd lads o on74,
List product ingredients (if ingredients are suspécted to be present, but not verified, list as suspected):
MCheck here if ingredients are unknown

(e (a2 poigl mnety) Llogroe e (Ge 7.0, ) /oj’é"@?'w»‘ (60 Cdrte)
_QLL_‘LM;&/‘M /paa,,l({m'c, L«/‘/)dﬂa—)l C({“MM( [&’J/\rm- Wr@ugia) /e /74/(4/-«)/1
C ‘Eﬂwﬁs\ %fm/,a), L (amitne b{#w(?, nsreedrn

If a particular ingredient is suspected of contributing to the adverse event, please indicate the appropriate categor
below:

OAspartame OColor Additive (please specify)
OMonocsodium Glutamate

OSulfite

Eother__[ohedr ne

OUnknown

Is the product label available, if yes submit a quality copy along with this questionnaire: ©Yes ONo CiUnknowr
Product Sample Available: ®Yes ONo OUnknown

Outcome Attributed to Adverse Event:
(if yes, include pertinent medical records)

Death: OYes [®No

Life-Threatening: CYes HENo

2 pubeant Pt Sy
Hospitalization: MYes ONo (if YES, indicate if initial or prolonged) _* et (.‘f/ué tact)

Required intervention to prevent permanent impairment/damage: @Yes ONo

000004

Did the adverse event result in a congenital anomaly: OYes @No

Complaint/Injury F/U DET-0833
3/24,25,30/99 AR Att P
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:‘; —/é DEPARTMENT OF HEALTH AND HUMAN SERVICES
'«,"(’Q

Date April 2, 1999

Memorandum

From Anthony R. Petriella, Investigator (DET-DO)
Subject Continuation sheet to Complaint/Injury Follow-up — DET-0833
To CFSAN ARMS Monitor Bridgette M. Wallace HFS 636

This was a complaint/injury follow-up investigation conducted in response to a complaint injury report
(DET-0833) which generated a CFSAN MedWatch, Project #13370, dated 3/12/99. Complainant
believes injuries suffered by sibling were attributed to the ingestion of a food supplement containing
Ephedrine. An investigation was performed by DET-DO on 3/24, 25, 30/99. Product samples (C/R
#325535) were collected.

Product: Metacuts
Manufacturer: Weider Nutrition International Distributor: Metaform
2002 South 5070 West 22647 Ventura Blvd. #346
Salt Lake City UT, USA 84104 Woodland Hills, CA. USA 91346

801-973-3000

Complainant:

Phvsicians:

SUMMARY OF FINDINGS

Th esidence was visited and interviews were conducted with
nd their mother_ relating to the events which preceded Mr. ilness.

Mr _ a white male, D/O/B -had ingested a total of 47 Metacuts capsules,
purchased at a local health food store, between the end of November 1998 and January ;7, 1999. In _
early January 1999 his place of employment, as well as family members, noticed behavioral changes in
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Mr I - s |ater hospitalized for chest pains, insomnia and psychological maladies.
All pertinent medical history records were obtained. Attending physicians were interviewed.

Mr relinquished custody of the original container and remaining product (10 capsules) to the
DET-DO 1investigator (sample #32555). The investigator provided Mr] ith a Receipt for
Sample (FDA 484) for the item. The product is identified as METACUTS with lot #WN2658A,

EXP0901. The product was originally purchased b_ather I

from:

INTERVIEW WITH COMPLAINANT

On March 24,1999 credentials were shown and a FDA 482 was 1ssued to at his
place of residence. The complainant _was also present. Later that day,

-Jomed in the interview.

Due to memory lapses occurring in the months of February and March 1999, Mr.
relayed his recollection of the events beginning in November 1999 with the assistance of his mother and

sister. Mr signed an affidavit (attached to C/R #32555), dated 3/25/99, describing the events of
the previous months.

On or about November 6. 1998, Mr. starting taking the Metacuts capsules in hopes of

increasing the effectiveness of his work outs at the located
a He continued to take the food supplement - tour capsules at a
time prior to working out per product directions - until January 27, 1999. On January 7, 1999 his mother
noticed that he wasn’t getting enough sleep and that he was much more energetic than normal. It was
also revealed that on Januarv 26, 1999 his employer observed a change in his behavior in that he wasn’t
taking directions very we!l and that he was overly active. On January 28, 1999 Mr. -was rushed

to complaining of a windpipe obstruction and chest pains (Exhs.
A2/10). After being treated. he was released a couple hours later.

Mr JJlhen visited 2 number of physicians and a therapist/counselor (please refer to affidavit- Att.
6a.6b) on different occasions relating to inadequate sleep, hallucinatory/agitated behavior. Mr

his sister and his mother stated that he did not have any of the above symptoms prior 1o taking the
Metacuts capsules.

Mrstned aFDA 461 authorizing the release of his medical records. He also signed another

-atient medical records.

INTERVIEW WITH PHYSICIANS

On 3/25/99 * M.D. was interviewed and his office’s records of Mr. were
collected (Exhs. B 1/16) subsequent to issuance of a signed FDA 461. In addition to Dr. records
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describing Ml niti.. sdmission and case summary, some of w.e records collected at Dr.
ffice on 3/25/99 contained other physician’s records, notably those of Dr
Dr| Fstated during the interview that prior to admitting, Mr. Ma\/e any
previous history ot bi-polar behavior and that his change in behavior had a very short onset time. Dr.

Fadded that the Ma Huang in the food supplement probably triggered the manic- -psychotic state.
is premise was reinforced in Dr. ||l report (Exh. B2) under the heading of Diagnostic

Impressions. Please note that the product was referred to as “Megaform” in the patient’s report, but the
product’s correct name is Metacuts. Please also note that, according to#fﬁce
manager at Dr| office, the 2/4/99 changed, handwritten date on the story and Physical

Examination (Exh. B1) refers to the date that Dr. physically saw Mr. [ not the date of
admission, which was 2/3/99. Mr. medical records also show that Viagra, as well as a food
supplement named “Calorad”, was being taken on a daily basis (Exh. B1).

Also on 3/25/99

_\/I D., M regular phvs1c1an was interviewed. A
signed FDA 461 was also 1ssued and patient records were collected (Exhs. C1,C2) describing Mr.
isits to Dr. || -0 1/29/99 through 2/15/99. 1n conversation with Dr. -

\Y behavior during examination was very loud, nonsensical and * ‘manickv”. Dr.
stated that M as a psychologically normal patient in past visits, but he had a complete change
in personality. On 3/30/99 additional patient records of care received from Dr. prior to
11:17/98 were collected from Dr office (Exhs D1/D11). Also included in the packet of
records were laboratory results fro which revealed elevated albumin, total

neutrophils (%5), and total neutrophils. Total lymphocytes (%) levels were in the lower than normal
range. Drug screening tests were negative (Exhs. D7/D11).

Patient medical records were also collected from the (Exhs.
E 1'E129) on 3/30:99 M [ [ was admitted to the facility psychiatric warc twice' from 2/3/99 1o
2/10:99 and from 2/ 28/99 to 3/7/99 due to psvchotic episodes pOSSIb v stemming frcm the use of

\Ietacuts Please note that the records again erroneously specify - ‘megaform’ as the over-the-counter
herb ingested (Exh.E21)

"

As noted in the affidavit. on 2/1/99 Mr |jjjjji§isited a psvchiarrist, DA

Dr I \ (-

treatment administered by Dr
and no patient records were coll

as referred by
stated during the interview that he wasn’t sansfied with the medical
and he chose not to revisit him. Dr [Jjjj~2s not contactec

cted.

Alsc noted in the patient affidavit. on 2/3,99 Nqusough‘ the attennion of a licensed
the

rapist/counselorF After presenting the signec medical records reizase form to Mr
I -d during his brief interview by the FDA | investigator on 3/30/%9, it was lezrned that it was his
opinion that Mr nesded to be admitted to a psychiatric facilitv due to Mr I 2geressive
and psychotic behavior. No records were collected.

PRODUCT LABELING

The product, Metacurs, is a light-colored grainy substance, individually encapsulated and packaged in a
brown glass bottle fitted with a screw cap. The container label is brown. white and gold with white.
black gold and red labeling. Intact bottles contain 60 capsules.
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ATTACHMENTS

M‘H)
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5 J

1 a/d CFSAN facsimile: r‘e quest for follow-up #13370, dated 3/12/99 (pages a/c of facsimile)
d  Complaint/Injury report DET-0833, dated 2/22/99

2a Banyan message announcing CFSAN Project #13370 ~

3ab Adverse Reaction QFestionnaire DET-0833

4a FDA 484 Receipt for sample #32555
Sa FDA 461 Authorization for Medical Records Disclosure , signed on 3/24/99
6 a,b Affidavit, signed by n 3/25/99

7 a/c Collection report #32535 (w/attachments

EXHIBITS

Al release of medical records statement

A2 Photocopy o Authorization to Release Medical Information
included in matling attach d to Ambulance E/R records received by FDA

A 3/10 Ambulance/ER r‘ cords for 1/27/99

B 1/16 Medical records dollected from Dr.
C 1,2 Medical records dollected from Dr.
D 1711 Medical records ¢ollected from Dr.

E 1/130 Medical records ¢ollected fro
F1 Authorization to Release Medical

3/25/99

on 3/25/99

on 3/30/99

on 3/30:99

Information. presented on3/30:/99

. e
S 2 -

“/‘{—\nthony R. Peiriella
Investigator DET-DO
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